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DETAILED ACTION 

Examiner acknowledges receipt of preliminary amendment, remarks and IDS filed 
10/14/04. Claims 1-3, 5, 6, 8-10 and 12-20 are pending. 

Priority 

Examiner acknowledges this application as a continuation of application serial number 
09/959,018, now US 6,709,669. 

1. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

2. Claims 1-3, 5, 6, 8-10, 12-20 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Berneis et al. (US 5,478,569) in view of Stroh et al. (US 6,020,003). 

Bemeis teaches a stable cold water-dispersible fat-soluble powdered product comprising 
fish gelatin, vitamin A, water and crystalline sugar and/or maltodextrin (abstract, examples 1, 3 
and 6). 45% aqueous solution of fish gelatin is used in example 1 and dried fish gelatin is used 
in examples 3 and 6. Vitamin A is the active ingredient in Bemeis. Bemeis discloses 
advantages for using fish gelatin as opposed to using gelatins derived from warm-blooded 
animals and those advantages are a) manufacturing process of fish gelatin is less expensive, b) 
preparations with fish gelatin are desirably dispersible in cold water and c) 



Application/Control Number: 10/685,728 Page 3 

Art Unit: 1615 

consumption of preparations using fish gelatin is encouraged because religious consideration 
regarding animal derived gelatin in consumables is eliminated (column 1, lines 26-37). 

Regarding claims 5 and 15, the amount of the active ingredient is a broad range that 
appears to cover all ranges from about 0.2% to about 95%vitamin. A rough approximation of 
vitamin A in examples 1, 3 and 6 yields about roughly 9.4%, 26% and 31.1% of vitamin A 
respectively. Since the recited range of active ingredient in claims 5 and 15 is broad, the amount 
of vitamin A in examples 1, 3 and 6 approximates one of the points in that range. Furthermore, 
the approximation of vitamin A amount, in example 1 of Berneis, lies in one of the points in the 
recited active ingredient range of about 1% to about 20% in claims 6 and 16. 

Applicants' invention is directed to a composition comprising an active ingredient and a 
fish gelatin carrier. In claim 1, the phrase "fast-dispersing" would not patentably distinguish the 
invention over the prior art because the scope of the claim is such that any composition 
comprising fish gelatin and an active ingredient would rapidly disintegrate. Also the phrase 
"said dosage form releases the active ingredient rapidly on contact with fluid" does not carry any 
patentable weight because any composition comprising an active ingredient and fish gelatin 
would inherently release the active ingredient upon contact with fluid. Same reasoning applies 
to the composition in claim 12. 

Regarding claims 2 and 13, the property of the composition of claims 1 and 12, recited as 
disintegrating within 1-60 seconds, would be inherent to any composition comprising active 
ingredient and fish gelatin. 

Claims 3 and 14 recite intended use and future intended use is not critical in composition 

claims. 
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Regarding claims 1, 9 and 12, how the formulation is made does not determine 
patentability of a composition. The claims are treated as product/composition claims and 

"Product-By-Process claims are not limited to the manipulations of the recited steps, only 
the structure implied by the steps." 

"[E]ven though product-by-process claims are limited by and defined by the process, 
determination of patentability is based on the product itself. The patentability of a product 
does not depend on its method of production. If the product in the product-by-process 
claim is the same as or obvious from a product of the prior art, the claim is unpatentable 
even though the prior product was made by a different process." In re Thorpe, 777 
F.2d 695, 698, 227 USPQ 964, 966 (Fed. Cir. 1985). 

The comprising language of claims 1 and 12 does not exclude additives that maybe 
present in Berneis. 

Bemeis teaches all classes of fish gelatin, gelling and non-gelling because the silence of 
the gelling or non-gelling nature of gelatin in Bemeis indicates that the prior art, Bemeis, teaches 
both forms. Applicants provided no comparable example to demonstrate that non-gelling fish 
gelatin provides some unusual result. 

Bemeis clearly teaches the pharmaceutical composition of the invention except that 
Bemeis does not specifically state that the gelatin utilized in the formulation is non-hydrolyzed. 
However, Stroh prepares vitamin formulations with non-hydrolyzed gelatin and specifically 
states that fat-soluble vitamins (A, D, E and K) may be prepared by mixing the vitamins with 
non-hydrolyzed gelatin (column 5, line 23-29). Therefore, it would have been obvious to one of 
ordinary skill in the art at the time the invention was made to prepare the vitamin formulation of 
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Berneis with non-hydrolyzed fish gelatin because Stroh teaches compositions comprising 
vitamins and non-hydrolyzed fish gelatin. 

3. Claims 1-3, 5, 6, 8, 9 and 12-20 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Stroh et al. (US 6,020,003). 

Stroh teaches a method for preparing a spray-dried powder that can be formulated into 
tablet; the powder has high loadings of non-hydrolyzed gelatin that are edible oils of vitamin, 
flavor and fragrance (abstract, column 4, lines 24-67 and column 5, lines 4-21). The gelatin is 
Croda SPA (R) (45-85 Bloom) derived from cow hides; the gelatin can also be Type A or Type B 
derived from bovine skin, bovine bone, pork skin and fish (column 5, lines 57-63) and in column 

4, line 64, Stroh specifically states that non-hydrolyzed gelatins of all species are preferred. 
Example 14 in column 9 uses non-hydrolyzed fish gelatin, water and vitamin E oil, and water is 
a solvent. 

In Stroh, beta-carotene, astaxanthin, canthaxantin and beta-apo-8-carotenal dissolved 
solids in cottonseed oil or corn oil or fractionated triglycerides, are solids, which may optionally 
be added to the formulation (column 5, line 66 to column 6 line 6). Stroh also teaches that drugs 
may optionally be added to the formulation (column 6, lines 7-27). The formulation further 
comprises excipients (column 6, line 29 to column 7 line 36) and particularly starches, lactose, 
sucrose (column 6, lines 39-41), PEG, lauryl sulfate and magnesium lauryl sulfate (column 6, 
lines 65 and 66) and sugars, flavor and dyes (column 7, lines 4-24) are suggested. 

Applicants' invention is directed to a composition comprising an active ingredient and a 
fish gelatin carrier. In claim 1, the phrase "fast-dispersing" would not patentably distinguish the 
invention over the prior art because the scope of the claim is such that any composition 
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comprising fish gelatin and an active ingredient would rapidly disintegrate. Also the phrase 
"said dosage form releases the active ingredient rapidly on contact with fluid" does not carry any 
patentable weight because any composition comprising an active ingredient and fish gelatin 
would inherently release the active ingredient upon contact with fluid. Same reasoning applies 
to the composition in claim 12. 

Regarding claims 2 and 13, the property of the composition of claims 1 and 12, recited as 
disintegrating within 1-60 seconds, would be inherent to any composition comprising active 
ingredient and fish gelatin. 

Claims 3 and 14 recite intended use and future intended use is not critical in composition 

claims. 

Regarding claims 1, 9 and 12, how the formulation is made does not determine 
patentability of a composition. The claims are treated as product/composition claims and 

"Product-By-Process claims are not limited to the manipulations of the recited steps, only 
the structure implied by the steps." 

"[E]ven though product-by-process claims are limited by and defined by the process, 
determination of patentability is based on the product itself. The patentability of a product 
does not depend on its method of production. If the product in the product-by-process 
claim is the same as or obvious from a product of the prior art, the claim is unpatentable 
even though the prior product was made by a different process." In re Thorpe, 777 
F.2d 695, 698, 227 USPQ 964, 966 (Fed. Cir. 1985). 

The comprising language of claims 1 and 12 does not exclude additives and/or 
drugs/medicament that may be present in Stroh. 
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Stroh teaches all classes of fish gelatin, gelling and non-gelling because the silence of the 
gelling or non-gelling nature of gelatin in Stroh indicates that the prior art, Stroh, teaches both 
forms. Applicants provided no comparable example to demonstrate that non-gelling fish gelatin 
provides some unusual result. 

Stroh clearly teaches the pharmaceutical composition of the invention except that Stroh 
suggests 27.5% vitamin A palmitate (column 5, line 35), 50 % vitamin E (column 5, line 44). 
However, while Stroh suggests said % amounts of said vitamins, the amounts of the vitamins 
(active ingredient) in the examples are not instantly obvious. A range of from about 0.2% to 
about 95% active ingredient allows for active ingredients in amounts of 27.5% and 50%. A 
range of from about 0.2% to about 20 % in claim 5 represents optimization of the pharmaceutical 
composition and differences in concentration does not support patentability of the subject matter. 
Therefore, it would have been obvious to one of ordinary skill in the art at the time the invention 
was made to prepare vitamin formulation that has 27.5% or 50% active ingredient since Stroh 
suggests vitamin in those amounts. 

4. The specification has not been checked to the extent necessary to determine the presence 
of all possible minor errors. Applicants 1 cooperation is requested in correcting any errors of 
which applicants may become aware in the specification and in the claims. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Blessing M. Fubara whose telephone number is (571) 272-0594. 
The examiner can normally be reached on 7 a.m. to 3:30 p.m. (Monday to Friday). 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman K. Page can be reached on (571) 272-0602. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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